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February 25, 2013

Via Federal Express

United States Environmental Protection Agency - East
Attn: TSCA Section 8(e)
Room 64288EHQ 13 1 004
1201 Constitution Avenue, NW
Washington, DC 20004

Subject: Notice in Accordance with TSCA Section 8(e): Results of a 90-day inhalation study in
Wistar rats with cobalt lithium manganese nickel oxide as dust aerosol

Dear Section 8(e) Coordinator:

BASF Corporation is submitting information on 90-day Inhalation Study in Wistar Rats (Crl:WI(Han))
with cobalt lithium manganese nickel oxide (CAS 182442-95-1), dust aerosol exposure, conducted
by BASF SE, Ludwigshafen, Germany. The test substance is an industrial chemical.

The inhalation exposure and examination of local and systemic toxicity was carried out in
accordance with the requirements of the international guideline:

*OECD Guidelines for Testing of Chemicals, Guideline 413

Scope of the examination

Groups of male and female Wistar rats were exposed nose-only to the dust aerosol of the test item
for 6 hours per day on 5 consecutive days per week. The target concentrations were 0.2, 1 and
5 mg'm 3. A concurrent control group was exposed to clean air. Daily clinical observations, body
weight, food consumption were recorded. Additional assessments including clinical chemistry,
hematology, and histopathology were carried out at the termination of the study. In addition,
satellite animals (high concentration and control) were used to examine reversibility of the effects.
The recovery period was 4 weeks.

The atmospheric concentrations were 0.28, 1.42 and 5.10 mg/in 3. The mass median aerodynamic
diameters were between 2.5 and 5.7 pm with GSDs; between 2.1 and 4.4.
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The following is a summary of the most relevant results obtained in the lungs:

Test group 3 (5 mglm3, main Groups)

" Cellular debris, alveolar in all male and female animals graded slight to moder*te in males
and slight to marked in female animals

* Histiocytosis, alveolar in all male and female animals graded minimal to slight I both sexes
" Inflammation, multifocal in all male animals graded minimal to moderate and I Ifemnale

animal (graded minimal)
* Infiltrates, inflammatory cell in all male and female animals graded minimal to~onoderate in

males and minimal in females
* Mucus in all male and female animals graded minimal to slight in males and riminimal to

severe in females
* Regeneration, alveolar epithelium in 5/10 males and 6/10 females graded milvirnal to slight

in males and minimal in females
" Emphysema in 2/10 males
* Reduced number, clara cells in all male and female animals graded severe in male animals

and slight to severe in females
* Degeneration, bronchial epithelial cells in all male and female animals graded hIinimal in

both sexes
" Metaplasia, mucoid, bronchial in 5/10 female animals graded minimal to slighil
* Obliteration, bronchial in 2/10 female animals

Test group 3 (5 mglM3, recovery Group)

* Cellular debris, alveolar in all male and female animals graded minimal to moderate in
males and minimal to slight in female animals

* H istiocytosis, alveolar in all male and female animals graded moderate in both sexes
* Inflammation, multifocal in all male and female animals graded minimal to slij)t
* Infiltrates, inflammatory cell in all male and female animals graded minimal to $light in both

sexes
* Mucus in all male and female animals graded minimal to severe in males and minimal to

moderate in females
* Regeneration, alveolar epithelium in all male and female animals graded min~,al to

moderate in males and minimal to slight in females
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Test group 2 (1 MglM3)

* Cellular debris, alveolar in all male and female animals graded minimal to moderate in
males and minimal to slight in female animals

* Histiocytosis, alveolar in all male and female animals graded minimal in both sexes
* Inflammation, multifocal in 7/10 male animals and 9/10 female animals graded minimal
* Infiltrates, inflammatory cell in all male and female animals graded minimal
" Mucus in all male and female animals graded minimal to severe in males and minimal to

moderate in females
* Regeneration, alveolar epithelium in 4/10 females graded minimal
" Emphysema in 3/10 females
" Reduced number, clara cells in all male and female animals graded minimal or moderate in

male animals and minimal to severe in females
" Degeneration, bronchial epithelial cells in all male and female animals graded minimal in

both sexes
* Metaplasia, mucoid, bronchial in 2/10 female animals graded minimal

Test group 1 (0.2 MglM 3)

* Cellular debris, alveolar in all male and female animals graded minimal to slight in males
and minimal to moderate in female animals

" Histiocytosis, alveolar in all male and female animals graded slight to moderate in males and
minimal to moderate in females

" Inflammation, multifocal in 9/10 male animals and 2/10 female animals graded minimal to
slight in both sexes

* Infiltrates, inflammatory cell in all male and female animals graded minimal in males and
minimal to slight in females

" Mucus in all male and female animals graded slight to moderate in males and minimal to
slight in females

* Regeneration, alveolar epithelium in 5/10 males and 6/10 females graded minimal in males
and minimal or moderate in females

* Emphysema in 1/10 males
* Reduced number, clara cells in 4/10 male animals graded minimal to slight
" Degeneration, bronchial epithelial cells in 3/10 male animals graded minimal
" Metaplasia, mucoid, bronchial in 4/10 female animals graded minimal to slight
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BASE Corporation understands that reporting of the results from this study under TSGA 8(e) is in
accordance with EPA's policy.

Please note the technical contact and address below and direct all correspondence negarding this
submission accordingly. If you have any questions, please call (248) 948-2051.

Sincerely,

Technical Contact: Alisa Boucher

BASE Corporation
Product Regulatory Center of Expertise - North America
26701 Telegraph Road, Southfield, Ml 48033

/enclosures

1466thLeterdoc
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Fromin (248) 948-2051 Origin ID: DETA ~ j~ Ship Date: 25FEB 13
WJisa Boucher Express. Act~gt 1.0 LB
BASF CAD: 4487533ANET3370

26701TeleraphRoadDelivery Address Bar Code
SOUTHFIELD, Ml 4803322 36

SHIP TO: (202) 564-8930 BILL SENDER Ref # US635018
ATTN: TSCA Section 8(e) Invoice #

USEPA East Room 6428 PO#

1201 Constitution Ave., NWDe#

WASHINGTON, DC 20004
TUE -26 FEB 3:OOP
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I 20004
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Atrprinting this label:
1. Use the 'Print button on this page to print your label to your laser or inkjet printer.
2. Fold the printed page along the horizontal line.
3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning. Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number.
Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on
fedexcom FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-
delivery, misdelivery,or misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a
timely claim. Limitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic
value of the package, loss of sales, income interest, profit, attorney's fees, costs, and other forms of damage whether direct,
incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual
documented loss.Maximum for items of extraordinary value is $1,000, e.g jewelry, precious metals, negotiable instruments and other
items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.
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